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DETAILED ACTION 

Receipt is acknowledged of the Remarks filed on 1 1/30/04. No claims are 
amended, cancelled or added. Accordingly claims 1-14 remain under examination. 
Claims 15-34 are withdrawn. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

The rejection of claims 1-5, 8-14 under 35 U.S.C. 102(b) as being anticipated by 
Wiedmann et al (5,747,001) is maintained. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

The rejection of claims 1-14 under 35 U.S.C. 103(a) as being unpatentable over 
Weidman et al in view of Czekai et al (5,718,388) is maintained. 

Response to Arguments 

Applicant's arguments filed 1 1/30/04 have been fully considered but they are not 
persuasive. 

Applicant argues that "Wiedmann does not teach sterile filtered nanoparticulate 
active agent formulations, as required by the claimed invention". Applicant continues to 



Application/Control Number: 10/035,324 Page 3 

Art Unit: 1616 

states that Wiedmann does not teach particles having an effective particle size of less 
than 150 nm, wherein the nanoparticulate composition is sterile filtered (see remarks, 
page 10). This is persuasive because Wiedmann is teaching Alteration methods, such 
as simple filteration, e.g. sieving through a mesh filter or diafiltration using standard 
Alteration equipment known in the art (see e.g. col. 7, lines 18-21 ; col. 8, lines 50-53; 
col. 9, lines 20-23 & 50-53). Wiedmann also teaches particle sizes of less than 400 nm, 
less than 250 nm and less than 100 nm (see col. 10, lines 25-39). 

It is also states that "Applicants surprisingly and unexpectedly discovered that 
nanoparticulate beclomethasone or budesonide particles, only having tyloxapol as a 
surface modifier, can be prepared at a very small particle size allowing for sterile 
filtering". This is not persuasive either. The instant claims employ the open ended 
language of "comprising", which allows for other ingredients to be present in the 
formulation. Furthermore dependent claims 8-10 require a secondary surface modifier. 
Thus Applicants assertion that ONLY tyloxepol is present as the surface modifier, is not 
correct. 

Applicant argues it is not possible to make sterile-filtered dispersions of 
beclomethasone or budesonide with stabilizers other than tyloxapol, thus it would not 
have been obvious to combine the teachings of Wiedmann and Czekai with a 
reasonable expectations of success. This is not persuasive because Wiedmann DOES 
disclose beclomethasone with tyloxapol on its surface, particle size of less than 250 or 
100 nm and teaches filteration. Thus It has been shown that ALL limitations of claims 



Application/Control Number: 10/035,324 Page 4 

Art Unit: 1616 

are disclosed and anticipated by Wiedmann. Czekai was employed for its teachings on 
particles smaller than 80 or 50 nm. 

Applicant is also reminded that the instant claims are drawn to a composition, 
and "sterile filteration" is a method step. Composition claims are examined based on the 
components and not the method of making them. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 571- 
272-0615. The examiner can normally be reached on core office hours. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary L. Kunz can be reached on 571-272-0887. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




